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With deep regret we tell of the death on March 24, 1955, of Hugo 


Mock, a member of our editorial advisory board since the 
Mock, 77 years old, suddenly collapsed and died at the 
annual meeting of the Fragrance Foundation, while his report as general 
counsel of that organization was being presented. 

A member of the law firm of Mock and Blum, of New York City 
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He was widely known through 





Mr. Mock specialized in trade-mark law 
out the toilet-goods industry, both here and abroad, and until his death 
served as the first and only general counsel of the Toilet Goods Asso 
ciation, Inc., and as general counsel of its affiliate, the Perfumery Im- 
porters Association. Mr. Mock was active in the Section on Food, 
Drug and Cosmetic Law of the New York State Bar Association, and had 
been chairman of its cosmetic committee 

JourNAL readers will recall him as a contributor to these pages of 
numerous fine analytical articles 
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ROBERT R. WILLIAMS Discusses 


THE RELATIONSHIP OF THE WORK 

OF THE FOOD AND NUTRITION BOARD, 
NATIONAL RESEARCH COUNCIL, 

TO FOOD-LAW ENFORCEMENT 


The Author Addressed the Food, Drug and Cosmetic Law Section, 
New York State Bar Association, at New York City January 27 


- HE CHARACTER of the food and nutrition board is obviously 

determined by the nature and function of its parent bodies, the Na 
tional Academy of Sciences, and its subsidiary organization, the 
National Research Council. The national academy was chartered by 
President Lincoln in 1863 as an agency which the government might 
call upon for advice in any scientific matter, It is now composed of 
about 500 scientists, representing the 12 principal fields of natural 
science, each member having been chosen by vote of his peers for 
eminence in the field of his specialization. Actually, the membership 
roll of the academy serves as the national honor roll of living American 
scientists. Members of the academy, by appointment of its president, 
serve on its various committees and boards, always without compen 
sation. These bodies are considered an important means of assuring 
that the reports and recommendations of the academy are disinter 
ested, and unbiased by special loyalties to any bureau or office of 
government or to any private organizations with which any of its 
members may be allied or associated. 
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Dr. Wiliiams Heads the Committee on 
Definitions and Standards of Iden- 
tity for Foods, Food and Nutrition 
Board of National Research Council 





The National Research Council came into existence in 1916 1n 
response to a request from President Wilson to the national academy 
for increased assistance under world-war conditions. Its 240 members 
are drawn from academic, industrial and government agencies through 
out the country, Most members are nominated by the major scientifi 
and technical societies, Representatives of scientific bureaus of the 
government are designated by the President of the United States, but 
all appointments to the council are made by the president of the 
National Academy of Sciences. The council's duties, broadly speaking, 
are to stimulate research; encourage collection and dissemination of 
scientific information; direct attention to scientific problems requiring 
solution; and develop effective means of utilizing the scientific and 
technical resources of the country, 

Neither the academy nor council is restricted by charter to fun 
tions of advice to government. Either may initiate on its own motion 
measures which it deems desirable for the advancement of science o1 
for the general welfare. Indeed, most of the activities of the academy 
and council are initiated internally or in response to a suggestion o1 
request for service by a private individual or group. 

Financial support of the academy and council is derived in con 
siderable part from an endowment fund of $5 million provided by the 
Carnegie Corporation of New York. An additional several million 
dollars per year is obtained by contributions, grants and contracts 
with federal and state agencies, private industries and foundations, 
scientific societies and individuals for the support of committees, con 
ferences, research projects and fellowship programs, Every precaution 
is currently taken to insure that all aspects of scientific interest and 


activity are fairly represented and that no scientist is subjected to 
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pressure to reflect the special interests of any governmental, industrial, 


political or academic group. 


By the nature of the academy-council none of its boards or com 
mittees can function as government agencies. They are advisory 
bodies whose views carry only such weight as the scientific compe 
tence of its members affords, Clearly to justify a tax-exempt status 
with respect to its income, the academy-council strictly adheres to 
the federal regulations for tax-exempt bodies. Among these is the 
stipulation that no major part of its activity or expenditure shall be 
devoted to securing or influencing legislation. This restriction pre 
vents any form of lobbying for legislative measures no matter how 


much they may be deemed te be in the public interest 


No Direct Responsibility for Food-Law Enforcement 


The food and nutrition board was organized late in 1940, in recow 
nition of a national need for increased attention to the proper feeding 
of the population under threat of war. Its methods have been to fostes 
research in nutrition, physiology, biology, biochemistry, agriculture, 
economics, ete.; to examine the state of scientific knowledge in these 
helds; and to formulate standards useful for guidance of national pol 
icy in the interests of a well-fed population. It is obvious, therefore, 
that the board has no direct responsibility whatever for the enforce 
ment of the food, drug and cosmetic law. Its possible usefulness in 
this connection derives entirely from whatever faith and confidence 
the Food and Drug Administration reposes in the advice which the 
board gladly supplies, within the field of its competence, when asked 


to do so by the federal authority. Kesponsibility for enforcement ts 


wholly that of the Food and Drug Administration, subject always to 


judicial review by the courts. 


To some observers it may well appear that the role of the board 
in food-law enforcement is that of a back-seat driver, which is not the 
case. This role is successfully avoided by the board's refraining from 
unsolicited advice and by its abstaining from any part in prosecution 
or defense of any issue under the law. It may authorize a member or a 
committee to present views at hearings of the type to which the publy 
at large is invited to testify in the event its interest is affected. The 
relationship of the food and nutrition board to the Food and Drug 


Administration is, thus, an arm’s-length one. Each body drives its 
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own vehicle; the two do not share responsibility for each other in 
any way. If, however, the Administration seeks the advice of the 
board concerning desirable traffic regulations, the board endeavors to 
comply when it feels competent. Acceptance or rejection of the advice 
is entirely the prerogative of the federal agency. 


While the relationships of the Administration and the board have 
thus been meticulous in respect for the separate functions of each, they 
have not been lacking in a spirit of helpfulness. When the board at 
its inception formed opinions in favor of a carefully regulated pro- 
gram of fortification of cereals, oleomargarine, milk and table salt with 
specific nutrients, these views were expressed at public hearings. 
Progressively, several of these features were incorporated in defini- 
tions and standards of identity for foods which were promulgated by 
the Administration, Early in its history the board carefully weighed 
the implications of the policy which it had thus helped to promote. On 
October 1, 1941, it issued a formal statement of its position without 
recommending it to the Food and Drug Administration. It was, how- 
ever, a source of gratification to the board to find its earlier views 
so clearly reflected in the Food and Drug Administration’s statement 
of July 1, 1943 (8 Federal Register 9170 (July 3, 1953)) covering much 
the same scope of subject matter. 


Record of Contacts a Satisfactory One 

As the years have passed, contacts between the board and the 
Administration have been numerous and satisfactory to both bodies. 
In some cases the board has visualized need for certain studies which 
it felt prepared to foster and direct. As these were undertaken and 
findings were reported, the Administration has utilized the results 
and indicated its interest in further progress. Such is the work of the 
food-protection committee, which will be discussed further later. 


In other cases the Administration has formally requested the 
assistance of the board on certain of its problems. Many of these 
were minor, and I shall pass over them. A major case in point was 
that of problems related to standard-making procedures, which had 
grown burdensome and expensive to an unexpected degree, For the 
study of these matters, a committee of the board was formed on defi 
nitions and standards of identity for foods. The present writer was 
asked to act as its chairman. 
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Committee on Definitions and Standards of Identity for Foods 

This committee reported (1) that the issuance of standards of 
identity for foods appears necessary for proper enforcement of the 
Federal Food, Drug, and Cosmetic Act, (2) that under present cir- 
cumstances standards sometimes tend to discourage research and 
development of new foods and (3) that standard-making procedures 
should be shortened and reduced in number, Later recommendations 
of this committee were adopted by the board as follows 

(1) Exclusion from food-standards hearings of matters relating 
to the determination of safety of new intentional chemical additives for 
use in foods, provided, however, that other adequate procedure ts first 
established for the testing and prior approval of such ingredients. 

(2) Provision for the issuance or amendment of food standards 
without hearings in cases in which no protest arises following due 
public announcement of such proposals. 

(3) Broadening of the scope of temporary permits for the market 
ing of food products resembling standardized foods, but deviating 
from standard in some particular. 

(4) Provision for prehearing discussions between the Food and 
Drug Administration and the affected industry concerning proposals 
for standards which may be contemplated by the Administration. 


Of these four recommendations, the three last named have already 
been put into effect, at least in part. The Hale Amendment, passed 
by the last Congress, embodies the second of these and further pro 
vides that if hearings are held following protest, the scope of the 
hearings will be limited to the protested aspects. This legislation may 
well accomplish a very large part of the desired objectives. It will 
surely lead to a major reduction in the number of hearings, and pre 
sumably reduce the duration and complexity of those which must still 
be held. The food and nutrition board was not the first to propose 
such legislation, but was glad to lend its voice in approval of the prin 
ciples involved. 

Recommendation 3 has already been embodied in new regulations 
(Federal Register, April 28, 1954, page 2469). It is too early as yet to 
appraise the effect of the new regulations on encouragement of devel- 
opment of new food products. The idea has been well received, and 
there is ground for hopefulness in this. 

Recommendation 4 has had a trial in a prehearing conference on 
artificially sweetened canned fruits. This was held under the auspices 
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of the National Research Council, with Dr. Berton S. Clark presiding, 
on May 25, 1954. The Institute of Food Technologists kindly partici 
pated in the selection of persons to be invited. The conference was 
well attended, and an excellent discussion was had of all the major 
points which may be covered by later standards, It seemed very suc 

cessful from the viewpoint of the board's committee. Further time 
must elapse before its results can be fully evaluated. Nevertheless, on 
the basis of favorable impressions, the board has authorized the ap 
pointment of a standing committee to arrange, with the collaboration 
of the institute, for future conferences on other topics which the Food 
and Drug Administration may bring up for consideration. It is now 
felt that this feature of prehearing conferences of the Administration 
with industry may, when combined with the Hale Amendment pro 
visions, go far to prevent the need, in future, for controversial hearings 


of many months’ duration. 


Recommendation 1, to exclude from standards hearings matters 
of safety of new chemicals, has met with general commendation but, as 
yet, no means have been provided by new legislation for other and 
adequate means of testing and prior approval of new chemical addr 
tives for use in foods. Such legislation was framed as the O'Hara bill 
in the last Congress and was amended as H. RK. 9166. The outlook fou 
passage of some such legislation by the present Congress seems favor 
able. Judging from the discussions which went on last spring and 
summer and from the character of the provisions of Public Law 518, 
Kighty-third Congress, with respect to control of pesticides in foods, 
one may reasonably expect a similar provision for testing and approval 
of new chemical additives. The solution which now seems most prob 
able is: submission to the Secretary of Health, Education, and Wel 
fare by the proponent of the proposed additive of a detailed deseription 
of its method of production, a method for its determination in foods, 
directions for its use, labeling proposals and full reports of investiga 
tions with respect to its toxicity or other hazard in its use. The Se 
retary would have a maximum of 120 days to act on the application. 
During this period, the applicant may require or the Secretary may 
elect to refer the matter to an advisory committee composed of quali 
fied experts selected by the National Academy of Sciences. This 
committee must report back to the Secretary within 90 days. Within 
30 days after the receipt of this committee's report, the Secretary 
would be required to publish a regulation declaring the additive safe 


or unsafe and to state the reasons for the decision. Within a further 
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30 days after publication of this regulation, any person adversely 
affected could file objections with the Secretary, whereupon after due 
notice a public hearing would be held on the issues of the objection 
All material from the advisory committee will be admissible at this 
hearing, and a member of the committee could be called to testify 
\s soon as practicable after the hearing, the Secretary shall make 
public a regulation, Direct appeal to the United States Court of Ap 
peals within 60 days is permitted. 


Food-Protection Committee 


We come now to the work of the food-protection committee, which 
| shall discuss but briefly, as | have not participated extensively in its 
deliberations. Its duty and task have been to weigh the perils to 
public health presented by chemical substances in foods, whether 
intentionally added or accidentally contaminated with residues of 
pesticides, and to balance these against the losses to food industries 
and to agriculture which would be involved were every substance 
which has been suspected of tainting food to any degree banned 


completely 


Many long and laborious sessions of the committee have been 
spent in trying to arrive at sound basic principles whereby hazard 
may be estimated and controlled within desirable limits without too 
serious damage to the agricultural economy or to industrial progress 
in the food industries. The committee has evolved various systemati 
criteria, plans of testing and summaries of factors affecting hazard, 
all of which it recommends for consideration in arriving at conclusions 


on such matters 


These thoughts are summarized in a pamphlet, Safe Use o/ 
Chemical Additives in Foods, published by the board in December, 1952 
This booklet is divided into three parts: (1) “Basic Principles In 
volved in Evaluating Safety in the Use of Chemical Additives in 
Foods,” (2) “Basic Considerations Involved in Evaluating Hazards 
Encountered in the Use of Pesticides on Foods” and (3) “Basic Con 
siderations in the Development of a New Agricultural l’esticid 


Intended for Use in Connection with Food Production.’ 


\n amplified revision of this paper has been authorized for early 
issuance. A careful reading of these documents will convince one 
that the committee is not taking a one-sided position on any of the 


many major issues involved. All pros and cons are conscientiously 
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brought forward in a balanced presentation. The varied types of 
training and experience represented among the personnel of the com- 
mittee insure that this will be so, Differences of opinion as to the 
relative importance of this or that factor must have arisen within the 
committee room. In the end they have somehow been resolved to 
afford a useful comment. 


Difficulties Attending Actual Decisions 


If general principles have required considerable debate, actual 
decisions with respect to a particular chemical for a particular purpose 
are often more difficult to arrive at. One may be sure that the prepara 
tion of the committee’s report, “The Safety of Polyoxyethylene Stear 
ates for Use as Intentional Food Additives,” dated July 27, 1953, must 
have involved long and painful discussions, and many editings and 
revisions. It is the unfortunate nature of any genuine decision that 
it cannot please everybody. The fact must be faced that the commit 
tee’s duty to the public may often require affront to someone whose 
interests are vitally affected. There can be no assurance that every 
possible error of judgment has been ruled out, yet it is most essential 
for the public welfare that the benefit of the doubt be resolved in 
favor of the greatest number, that is, the consumers, when it cannot 
be eliminated altogether. 


I hold the view which I feel sure will be shared by nearly all 
scientists and technologists that the outcome of thorough debate of 
such issues by well and diversely trained people chosen from science 
and technology is far more certain to be near the truth than the deci 
sions of judges and juries, who to us are laymen. There, perhaps in a 
nutshell, is a significant statement of what the food and nutrition 
board can contribute to food-law enforcement. It can contribute scien 
tific and technical understanding, backed-——we shall always hope——by 


unquestioned integrity of its members. 


Discomforts of Criticism—Satisfactions of Public Service 


We may all work as citizens with good heart to set up new mech 
anisms of law enforcement which we may hope will work better than 
the old, yet it would be utterly visionary to suppose that everyone is 
going to like all decisions. No matter how they are made, decisions 
are decisions, and will be adverse to the interests of some parties 
affected by them. Insofar as the academy, the National Research 
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Council or the board does contribute to decisions, criticism, even 
denunciation, may be invited from one quarter or another, 

However, it is my view that the public service which can be ren 
dered will, in the view of high-minded scientists, more than compen 
sate for the discomforts or embarrassments of criticism. These matters 
can be decided wrongly in all good faith. We have the example of 
Agene-bleaching of flour which was permitted for 30 years. Then, 
new scientific facts came to light which almost overnight convinced 
the entire milling industry, including the manufacturers of Agene, that 


the practice must be abandoned. It is much to the credit of all of the 


industry involved that this decision was agreed upon without a fight 
We should count it fortunate that Agene-bleached flour caused run 
ning fits in dogs and not in men, It might have been the other way 


around. [The End] 


© TOLERANCES UNDER PESTICIDE AMENDMENT ¢ 


Commissioner George P. Larrick of the Food and Drug Administra 
tion, United States Department of Health, Education, and Welfare, 
announced on March 25 that he has signed an order establishing the first 
tolerances under Public Law 508, amending the Federal Food, Drug 
and Cosmetic Act, which became law in July, 1954 The order was 
published in that day’s Federal Register 


Ihe tolerances are established for residues of a weed killer, SES 
(2, 4-dichlorophenoxyethyl-sulfate), manufactured by the Union Carbick 
and Carbon Corporation, New York, New York. Six parts per million 
of SES residues will be permitted in or on potatoes, peanuts, peanut 
hulls and peanut hay; two parts per million will be permitted in or on 
asparagus and strawberries 


Commissioner Larrick said that evidence submitted by the manu 
facturer shows that the permitted residues on food will be safe. He also 
stated that tolerances for residues from other agricultural sprays and 
dusts for which petitions are being received will be announced in the 
future by publication in the /ederal Register 


Under the provisions of the Pesticide Amendment, safe tolerances 
must be established by July 22, 1955, tor pesticides which leave residues 
in or on raw-food crops. Under certain conditions, pesticides which 
cause no foreseeable hazard to the food supply under accepted condi 
tions of use may be exempted from the requirement of a tolerance 


Ten groups of common spray materials, such as copper fungicides 
were exempted from the requirements of a tolerance in regulations pub 
lished on February 4. Tolerances were set under the old law for 
residues of 31 commonly used materials in other regulations published 
on March 11. These automatically become tolerances under the new 


amendment 





By FRITZ EICHHOLTZ 


The Chemical Preservation 


for Human Health— 





HE STARTING POINT of all discussions which deal with the 

use of chemical substances in foods should be a brief review of the 
present situation. The so-called Delaney Committee, which was set up 
by the House of Representatives a few years ago in order to investi 
gate the use of chemicals in the preparation of food products, found 
that in 1951 altogether 704 chemicals had been registered with the 
Food and Drug Administration as being regularly used in the prepara 
tion of food products, but that only 428 of these 704 chemicals were 
considered harmless by the Food and Drug Administration. The effect, 
if any, of the 276 remaining chemicals on human health is unknow: 


The situation in Sweden is quite similar. After the registration 
of chemical additives had been made mandatory in that country, about 
500 chemicals were registered, and among those were some highly 
dangerous substances, such as persulphates for use in bread and nitro 
gen trichloride for use in flour and bread, which was a great surprise 
to the health officials, who had assumed that the toxic character of 
these chemicals was generally known and that their use by the food 
industry had long been discontinued (Abramson). The author of this 
article is convinced that the situation in Germany is substantially the 
same, and that one has to expect a similar surprise once the registra 
tion of chemical additives has been made mandatory in our country 

In the United States, Congress took the position that it is the 
duty of the government to protect the consumer not only against 
dangers to his health, but also against economic exploitation, This 
protection by the government is necessary because the individual 
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f Foods and Its Importance 


harmacological Comments 





The Director of the University of Heidelberg's Pharmacological Institute 
Wrote This Article for the September, 1954 Der Offentliche Gesundheits- 
dienst, Which Is Published at Stuttgart, Federal Republic of Germany. 
It was Translated by Julius G. Zimmerman, a Member of the New York Bar 


consumer ts, as a rule, in a position to recognize neither the danger 
to his health nor the economic exploitation, and consequently cannot 
protect himself. The necessity for such protection is probably recog 
nized in all civilized countries, and this principle has been adopted by 
the German law as well. The United States of America is particular! 
progressive in this respect, and the attitude of the government there 


has been deseribed as almost “paternal” with respect to the consumer 


When it comes to discussing harmful effects, the main respons: 
bility falls, of course, on the medical experts, Here, however, and espe 
cially with respect to the danger inherent in the use of chemical 
additives in the preparation of food, one can find two basically ditter 


ent, but equally well-founded, points of view 


One Point of View 


Most of our present-day toxicologists are of the opinion that it 
would be desirable and necessary to demonstrate by experiments cet 
tain specific toxic effects of a chemical substance before recommending 
that the use of such substance in the preparation of foodstufts should 
be prohibited, It cannot be denied that this theory, in spite of its 
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liberality, has had remarkable practical success. Its followers, whose 
activities date back to the beginning of this century and start with 
the works of Professor E. Rost, are responsible for the elimination 
from our food of many poisons and the continued elimination of many 
more, Therefore, such experiments cannot be dispensed with. 


Many toxicologists, however, are conscious of the fact that there 
is no pharmacological, toxicological or chemical method which will 
guarantee the complete elimination of the risks inherent in an extended 
use of the chemical substance in question; no toxicologist can give 
such a complete guarantee. All such expert opinions are always sub 
ject to the limitation imposed by the status of the development of 
science, by insufficient technical apparatus available in the research 
institutes, by lack of fully qualified scientific assistants and, occasion 
ally, also by the selfish interests of the individuals concerned. Such 
circumstances may have played a part when certain toxicologists 
approved the use of nitrogen trichloride or nitrogen dioxide for the 
preparation of flour and the use of polyoxyethylene stearate as a 
softener for bread. In our present situation it is unfortunately easy 
for our chemists to find some toxicologists who will certify the 
complete harmlessness of some old or new chemical substance, which 
is then promptly used for the treatment or preparation of certain food 
products—particularly bread, the most popular target for modern 
chemical experiments. Some good technical reasons for such use can 
be easily supplied. 


For thousands of years people have experimented with wine and 
for hundreds of years with beer and, for a long period, also with milk 
until, finally, modern laws set up strict controls for the preparation 
of wine, beer and milk, It is to the credit of the German Research 
Association that ways and means are now being sought also to sub 
ject some other important food products to a modern health legislation. 
However, the scientific principles which still govern the certification 
of preservatives vary to a great extent, and the expert opinions sub 
mitted in this connection do not always have the same degree of 
authority. 


If we assume that a conscientious and thorough toxicological 


examination can be carried out, then we still face the question of the 
interpretation of the positive and the negative findings as to their appli- 
cability to the individual and to human society. In this respect there 
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is no room for optimism. There are some toxicologists who flatly deny 
that a carcinogenic effect which has been proven by an animal exper 
iment can have any significance in the appearance of a carcinoma in 
the human being in case the chemical substance in question is added 
to the food product. Such effects have never been clearly proven in 
the case of a human being. There are other toxicologists who are of 
the opinion that a negative finding in an animal experiment excludes 
any possible toxic effect in the case of a human being. 


Toxicological examinations must be conducted under very strict 
and narrow experimental conditions. This is necessary in order to 
assure an exact comparison of the various substances and in order 
to make possible a confirmation or a negation of the findings in other 
laboratories, All such examinations must, therefore, be strictly lim 
ited to certain animal species, with due consideration for age, sex, 
nutrition, and climatic influences, and with the complete elimination 
of all additional noxious chemical, physical and pathological factors. 
The immense complexity of human life, the variation of environmental 
conditions, the consideration of all those causes which might have 
some harmful effect on human health, and the influence of sicknesses 
and similar circumstances are never reflected in such experiments 
Finally, there is another important point to be considered. 


The outstanding pharmacologist, Hermann Fuhner, of Bonn, who 
had a unique reputation among scientists on account of his intelligence, 
his experience, his unbiased attitude and his personal kindness, dealt 
with the question of “the medicine chest of the future’ in his last 
publication entitled Synergismus der Arzneimittel (The Synergism of 
Medicines). His starting point was his well-known discovery that the 


sensitivity of the leech preparation to acetylcholine could be increased 


several million times by a preliminary treatment with physostigmine, 
and he expresses in this “last will” his conviction that the medicine 
chest of the future will take advantage of the tremendous possibilities 
of utilizing the enhancing properties of one chemical with respect to 
another. Modern medicine is already using this method to a great 
extent. 

The situation ts very similar as regards the toxic effects of certain 
chemicals. Thus, for instance, it is possible to enhance the toxic effect 
of calcium cyanamide thirtyfold and the effect of aniline derivatives 
12 times by the consumption of alcoholic beverages. In the case of a 
diet which is poor in sodium chloride, calcium salts are three times 
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as toxic. Where in the world can one find a toxicologist capable of 
investigating the correlation between the chemical substance to be 
examined and the hundreds of other chemical substances which exist 
in the food, in the air, in pathological focuses, etc., not even consider- 
ing some very unfavorable living conditions. As long as such compre 
hensive investigations are impossible, we must be prepared for 
surprising discoveries. What complicates matters is that frequently 
it is very difficult for the treating physician to diagnose a case of poi 
soning of a human being, even one with fatal effects, especially if it 
is caused by some of the lesser-known poisons and is not part of a 
mass-poisoning case. | want to cite one recent example which cost 
the lives of one half of 177 poisoned people before an unusually imag 
inative physician recognized the connection between chloromycetin 


and aplastic anemia. 


A very unscientific theory has been advanced to the effect that it 
should be possible to set up a generally applicable safety limit for the 
Cosage of a chemical substance in foodstuffs. The risk in this respect 
will be smallest if one not only gives the smallest doses of a chemical 
substance, but also if this substance is ingested over the shortest 
possible period, Consequently, the risk connected with the ingestion 
of such a substance by a human being will depend on the conditions 
of its use—whether once, daily, yearly or regularly over the entire life 
span and whether in conjunction with the main items of nutrition 
or only in conjunction with some occasional tidbits. The same dosage 
of a chemical substance can be relatively harmless in the case of one 
food product and harmful in the case of another. The physical condi 
tion of the individual—whether young, old, strong, weak, healthy, 
sick—-can have a decisive effect on the effectiveness of such a sub 
stance. For that reason, it is impossible to talk about unobjectionable 
dosages without knowing the practical conditions of use. If one 
approves the use of a chemical substance for a specific purpose, then 


it is very difficult to reject applications for the use of the same sub 


stance for. similar purposes. Consequently, it is conceivable that a 
dangerous situation may develop from a very harmless start. The toxi- 
cologist faces, therefore, great and frequently insurmountable diff 
culties, which are mitigated only by the fact that with respect to some 
of these substances, data are available covering several decades of use. 
Special attention should be paid to those manufacturing plants in 
which the chemical substances in question are prepared and in which 
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certain individuals have been particularly exposed during their work 
to the influence of such substances. Such toxicological data gathered 
in industrial plants should never be kept secret from the experts, and 
it is advisable to institute safeguards in this respect 


Such data and experiences are a much better foundation for the 
legislators than would be certain opinions submitted by toxicologists. 
In cases of emergency one may have to content oneself with such 
opinions from toxicologists, which, however, can quickly be made 
obsolete by the progress of science. The suspicion of harmful influ 
ences on human health which may not be recognizable in the present 
state of science shall always remain a lurking danger. One should not 
forget that preservatives have not become any better from the point 
of view of health by the fact that they have been used over a period 
of centuries or millennia. Thus, for instance, sulphurous acid was 
used for the preservation of foodstuffs at the time of Homer, and its 
use destroyed the Vitamin B, content of the food in those ancient 
times just as thoroughly as it does today. This disadvantage, however, 
is being taken into account so seriously nowadays that the use of this 


preservative is considered harmful under certain circumstances 


Other Point of View 


The legislator should also take into consideration another theory 
which has a very scientific foundation and which we can call the 
“biological theory.” It is generally known that a relationship exists 
between the individual and his environment in its widest meaning 
(nutrition, temperature, climate, ete.). Whenever there are changes 
in the environment which go beyond the adaptability of the individual, 
then the individual and his entire species are condemned to become 
extinct. We know quite a lot about this relationship in the animal 
kingdom, but we know very little about the biological adaptability of 
the human being. The science of ecology is part of physiology and 
teaches us that animal species can become extinct when the climate 
changes a little and that other species disappear when certain food 
stuffs cease to be available or when the salt content of the water has 
changed. We can draw only a few conclusions from these animal 
experiments with respect to the biological adaptability of the human 
being. Do we know whether this biological adaptability of the human 


being, speaking in generations, has already been exceeded in our big 
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cities? Is it possible that, with the added use of every new chemical 
substance with which we treat our foodstuffs, we are coming closer 
to the absolute limit of our adaptability? These are questions which 
cannot be answered at present by science, but which are of extreme 
importance for the legislator, who has to look into the future. 


Some arguments may arise as to how far these questions should 
be regulated by legislation. The scientists disagree quite substantially 
on this point. For instance, the Finnish scientist and Nobel prize 
winner, A. I, Virtanen, has taken the position that one should com- 
pletely outlaw the use of chemical colorants and of other chemical 
substances, the purpose of which is to improve the color, consistency 
and other physical properties of foodstuffs. This extreme position has 
a lot of merit. We find that food manufacturers nowadays like to 
increase the sales appeal of their products by the addition of colorants 
to food products and of bleaching agents to flour and oils. There can 
be no doubt as to the complete absence of any advantage to the health 
of the people by such practices, but there is frequently some suspicion 
of their being harmful. Should Finland adopt Virtanen’s suggestion 
for its new legislation, then this could become a good example for the 
rest of the world, to the benefit of the innocent and helpless consumers. 


Perhaps the legislator who faces such a complex and difficult situ- 
ation, which is the case in Germany, should try to find some other 
solution. The individual in our country is in a position to protect 
himself from the flood of chemicals by raising in his own little garden 
unadulterated foodstuffs, by preparing them without the use of chem- 
ical additives and by thus basing his nutrition on a healthy foundation. 
If one tried to propagate such ideas in the United States, then one 


would probably be considered a food faddist because such little vege 


table gardens as we have them in Germany are not very much in 
fashion in America. The government should be urged to make as 
much land available to the public as possible for this specific purpose. 
Also the existence of special “health food” stores might have a good 
influence on traditional grocery stores by forcing the latter to give 
the health angle at least some consideration. 


The former Reichs Health Department had always taken the posi 
tion that the use of preservatives required special approval and, in 
granting such approval, the department followed some very good and 
solid principles, namely: (1) to restrict the list of the authorized 
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preservatives as much as possible, (2) to require proof for the technical 
necessity of using such preservatives for the respective foodstufts and 
(3) to refuse such applications whenever the addition of such preserva 
tives was likely to cover up the true condition of the foodstutt (state 


of decomposition or inferior quality). 


Regulation of Use of Preservatives in Foodstuffs 


It would be very dangerous indeed if the federal health depart 
ment of the Federal Republic of Germany were to adopt a difierent 
attitude. One could argue the question, as it is being argued in the 
United States, as to whether the approval should be denied if the 
addition of the chemical makes the foodstuff appear to be of a higher 
value. However, quite apart from that angle, it should be left to the 
authorities to decide whether the manufacturer, as is the case in the 
United States, must indicate on the label any deviation from the cus- 


tomary composition, such as the use of a preservative 


These restrictions with respect to the use of preservatives are, 
quite apart from the possible danger to health, absolutely necessary on 
account of the consideration that the so-called “preservatives,” in the 
narrow meaning of the word, are effective only against certain types 
of bacteria, There are certain preservatives which are completely 
ineffective in neutralizing the most dangerous food bacterium, namely, 
bacillus botulinus and, consequently, these substances cannot replace 
the customary sterilization by heat. 


The use of a preservative may also tempt the manufacturer to 
neglect the otherwise-necessary cleanliness and meticulous care in the 
preparation of a food product, to the detriment of the consumer. A 
general license to use preservatives without restricting their use to 
certain food products may also have the effect of keeping the manu 
facturer satisfied with existing conditions instead of stimulating his 
interest in working out improved methods of preservation, Frequently, 
a technical improvement in the manufacturing process can make the 
addition of a chemical preservative quite unnecessary. On the other 
hand, there is a great temptation for the manufacturer to continue to 
use such preservatives as a matter of convenience, It would be advis 
able to set up some office in Germany which could undertake the task 
of advising the industry on such problems, and our food chemists could 
be most helpful in carrying out this idea. The consumer public should 
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be educated about these problems, and in the food industry in general 
we need a great many farsighted and progressive men who can read 
the signs of our time. [The End] 
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Foop Dreuc Cosmetic LAw JourRNAL 


¢ FDA REPORT FOR FEBRUARY ¢ 


Seventeen criminal actions and one injunction based on violations of 
the Federal Food, Drug, and Cosmetic Act were terminated in the 
federal courts in February, according to the monthly report of the Food 
and Drug Administration, United States Department of Health, Educa 
tion, and Welfare, released March 25, 1955. Fines were imposed in six 
cases for the preparing of food under insanitary conditions and the 
shipment of filthy food. Eight other actions charged the sale or refill 
of prescription drugs without prescriptions or authorization of the 
physician. 

The injunction permanently restrained the shipment of so-called 
sterilizer devices misbranded with claims for the treatment of bacterial 
and virus infections, including poliomyelitis, influenza, dysentery, vene 
real disease and “all other infections of the body.” The $35 device is a 
low-powered radio-frequency oscillator with an output of two or three 
watts. The energy it develops is applied to the user’s body by means 
of an insulated metal loop. There was also a “professional model” priced 
at $125 and a model claimed to have a circuit designed especially for 
“cancer research.” The devices are worthless for the medical purposes 
claimed, according to the FDA charge. 

Twelve drug products were seized, FDA reported. Seven were 
alleged to be misleadingly labeled as cures for a variety of disease condi 
tions. Other violations charged were low potency, inadequate warnings, 
marketing without an effective new-drug application, unwarranted use of 
prescription labeling, and contamination by insects 

Fifty-six shipments of food (359 tons) were seized on charges of 
unfitness for human consumption. Sixty-five tons consisted of bulk 
wheat and corn to which mercury-treated seed grain had been added 
The food in the other lots was alleged to be filthy or decomposed; more 
than 60 per cent was attacked by rodents or insects or spoiled in storage 
after interstate shipment. 





Medical Evidence 
in Food and Drug Litigation 


By RALPH W. WEILERSTEIN, M.D. 


Dr. Weilerstein, Who Is Medical Officer in the Division of Medicine, 
for Various Western Districts, Food and Drug Administration, Department 
of Health, Education, and Welfare, Notes That This Article Represents 
His Personal Views and Not the Official Views of the Administration 


HE Federal Food, Drug, and Cosmetic Act states that a food, drug, 
cosmetic or device is misbranded if its labeling is false or mislead 
ing in any particular. Since the days of the Sherley Amendment to 
the old food and drug Act in 1912, the courts have held that claims 
with respect to therapeutic intent come within the purview of the 


prohibitions of the statute. 


It was necessary for me to learn, soon after I came to the Food 
and Drug Administration as medical officer over 15 years ago, that 
while the training given in medical school prepares a physician to 
diagnose and treat disease with the best remedies available, little 
attention is given in the ordinary medical training and practice to 
those remedies which have been tried and found wanting. The recipes 
of grandmothers, the family formula or the old doctor's preseription, 
which served as the basis for many promotions in the field of medica 
tion vended to the public for a variety of ills, often required research 
in scientific and clinical fields in order to prove from a scientific stand 
point their true therapeutic merit or, quite often, lack of merit 


Recently, a series of cases brought under both the federal and 
state statutes have been terminated in favor of the government. These 
involved seizures under the Federal Food, Drug, and Cosmetic Act; 
criminal prosecutions for violations of the state food and drug act; 
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and conspiracy to violate the California State Food and Drug Act—in 
connection with the promotion of devices which are generators of 
ozone. 


As part of the preparation for trial of these numerous cases, it 

fas necessary to set up experimental studies designed to show what 

the devices in question actually would do, what these would produce 

in the way of gas output, and what the effect of this gas would be on 

animals and humans. This is typical of many similar instances where 

a careful study from a medical and scientific standpoint may serve as 
the basis for legal action. 

Several years ago, Ernest Tolin, United States Attorney at Los 
Angeles, now a United States district judge, in introducing me to one 
of his new assistants, described me as “an expert on what things are 
not good for.” 


It has long been axiomatic that it is more difficult to prove the 
negative of a proposition than the affirmative. In food-and-drug-law 
enforcement, the burden of proof is always on the governmental 
authority which brings the action. 

Promoters of misrepresented medical devices and preparations 
often are not well grounded scientifically nor are they capable of eval 
uating the information contained in medical reports. They are often 
misled by wishful thinking superimposed on their lack of real under 
standing of the scientific literature they have read. More often they 
will disregard those portions of a scientific work which do not agree 
with their preconceived notions, and will quote from and rely upon 
excerpts out of context which provide a misinterpretation of the true 
facts, 


In the cases in question, the promoters had a simple thesis: 
“Fresh air after a thunderstorm contains ozone. Ozone is an antiseptic. 
Ozone destroys germs. Ozone purifies air. Ozone therefore has cura- 
tive properties in practically every disorder.” 

A careful chemical examination of the devices for which such 
claims were made verified what had been apparent to the scientific 
observer from the beginning, namely, that such a device intended to 


produce ozone from air must also produce nitrogen oxides. A quanti- 


tative study of the gas output revealed that the concentrations pro 
duced were well into the toxic range, and toxicity was enhanced by 
the presence of small quantities of nitrogen oxide. The placing of a 
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few rats in a cage and exposing them to the output of the device very 
readily established that the device caused severe injury to the breathing 


organs, and the survival time was short. 


Once the concentrations of ozone and nitrogen oxide had been 
determined chemically, a review of medical journals published priot 
to World War I showed that extensive human studies had been done 
with these concentrations and that ozone, depending upon its con 
centration in the air, would be either inetfective or harmful in the 
treatment of any of the disorders for which it was offered. These 
include practically every disease known to mankind. 

In their promotional literature the distributors of this device used 
only partial quotations, For example, from a book by Dr. M. J. Rosenau 
they quoted the following statement: 

Ozone destroys organic odors. It is a deodorizer of powerful stenches, ic 
garbage incinerators and fat rendering 

But they did not quote the second sentence following, which 
stated: 


“Ozoning machines can conceal faults in ventilation while not correcting 
them Ozone is a poison rather than a purifier.” 


Gathering Scientific Evidence 

The preparation for trial of a food and drug case rests in part 
on the gathering of adequate scientific evidence according to the fol 
lowing principles : 

(1) A comparison of the actual composition of the product, o1 
output of the device, with that which is claimed for it, This may be ar 
rived at by chemical analysis, electrical measurements or other suitable 
analytical procedures, or may be based on the known characteristics 
of the products. 

(2) The capabilities of the product from a therapeutic basis, as 
determined by expert evaluation. 

(3) Wherever practicable, such additional corroborative data as 
may be obtainable from appropriate animal and safe human study 
Obviously, where hundreds of claims are made for a product or device, 
it is not necessary to prove that every one of these claims is false 
Since the law condemns any labeling which is false and misleading 
In any particular, corroborative objective evidence on one or two 
salient points may suffice to convince a jury or a court that expert 
testimony alone constitutes adequate refutation of the remaining claims 
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Representation Tested by Experiment 

For example, in the case of the misbranded ozone generators 
cited above, one of the representations in the labeling consisted of a 
statement that persons subjected to atomic radiations would be pro 
tected if they relied upon this device during exposure to such radia 
tions. The therapeutic basis for this contention was the so-called 
protective effect of the ozone layer in the atmosphere from the harmful 
rays of outer space. In other words, if an ozone generator device were 
left turned on in a room where excessive radiations were present, it 
was the promoter’s contention that this would prevent harm to the 
inhabitants of the room. 


Through the cooperation of the State of California Department 
of Public Health and the radiation laboratory at the University of 
California, an actual experiment was carried out and, as might be 
expected, those animals exposed to radiations and ozone survived 
neither more nor less than those animals exposed to radiations with 
out the ozone, While the two groups were not exactly parallel, the 
variation was in favor of the animals who were not in the ozonized 


atmosphere. 


Rule Set Forth in Research Laboratories Case 

The rule concerning medical evidence in a food and drug case has 
been well set forth in Research Laboratories, Inc. v. U. S., 167 F. (2d) 
410 (CCA-9, 1948), certiorari denied, 335 U. S. 843, where the court 
stated that (1) the jury may consider testimony as to actual experi 
ments, (2) testimony of experts as to the consensus of scientific experts 
is also relevant, (3) even opinion testimony as to therapeutic value 
is admissible and (4) evidence of use by the promoters of definite un 
truths and half-truths is also properly admissible. 


Experience has shown that when food and drug cases are based 
on a careful study of the medical literature, when properly conceived 
clinical or experimental study has been undertaken, or when—in the 
absence of these—it is apparent to the judge and jury that the claims 
for a product greatly exceed its limitations, as disclosed by its com 
position or content, the government has almost uniformly been success 
ful before the court. 


Under these circumstances, what the article is not good for is 


definitely positive evidence. [The End] 











Notices of Judgment— 
The First Thousand 


By JAMES C. MUNCH and JAMES C. MUNCH, JR. 


This Nonlegal Summary of Actions Taken Against Foods, Drugs and Cos- 
metics Which Were Reported in the Earliest Notices of Judgment Was 
Prepared by the Medical Director of Vaponefrin Company, Upper Darby, 
Pennsylvania, and His Son, a Premedical Student at Temple University 


HE PASSAGE of the Federal Food and Drugs Act of June 30, 

1906, extended activities under the law covering imports of tea, 
approved March 2, 1883, and of foods, drugs and liquors, approved August 
30, 1890. Research under way prior to the passage of this act had been 
published in the Bulletin of the Bureau of Chemistry, as well as in 
scientific periodicals. Some of the legal proceedings were recorded in 
the circulars of the Office of the Solicitor, No systematic publication 
of actions against foods or drugs appears to have been established 


prior to passage of the 1906 Act. 


Section 4 of the 1906 Act authorized chemical examinations of 
foods and drugs in the Bureau of Chemistry of the Department of 
Agriculture, to determine whether such specimens were adulterated 
or misbranded ; if it appeared that they were, the Secretary of Agri 
culture was directed to issue notice to the party from whom the sample 
was obtained, who might appear for a hearing. If it then appeared 
that provisions of this act had been violated, the Secretary of Agri 
culture was directed to certify the facts to the proper United States 
district attorney, with a copy of the results of the analysis or examina 
tion. “After judgment of the court, notice shall be given by publica 
tion in such manner as may be prescribed by the rules and regulations 
aforesaid.” Regulation 6 was adopted on October 17, 1906, under the 


provision of the act, as follows: 
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(a) When a judgment of the court shall have been rendered there may be 
a publication of the findings of the examiner or analyst together with the find- 
ings of the court. 

(b) This publication may be in the form of circulars, notices, or bulletins, 
as the Secretary of Agriculture may direct, not less than thirty days after judgment 

(c) If an appeal be taken from the judgment of the court before such pub- 
lication, notice of the appeal shall accompany the publication 

In connection with the replacement of the Federal Food and 
Drugs Act of 1906 by the Federal Food, Drug, and Cosmetic Act of 
June 25, 1938, discussions of the House Committee on Interstate and 
Foreign Commerce in Report 2139, Seventy-fifth Congress, April 14, 
1938, stated: 

Section 705 directs the publication of the results of court actions, and also 
authorizes the dissemination of information in situations involving imminent 
danger to health or gross deception of consumers 


\s passed, Section 705(a) of the 1938 Act reads: 


The Secretary shall cause to be published from time to time reports sum- 
marizing all judgments, decrees, and court orders which have been rendered under 
this Act, including the nature of the charge and the disposition thereof 

Under the 1906 Act, notices of judgment (usually called N. J.’s) 
were published as material accumulated, without regard to the nature 
of the products involved, A total of 31,157 N. J.’s were published 
under the 1906 Act. Under the 1938 Act, these notices were classified 
separately for foods, for drugs and devices, and for cosmetics. Up to 
July 1, 1954, a total of 20,400 N. J.’s have been published dealing with 
foods, 4,120 dealing with drugs and devices, and 202 dealing with cosmetics. 

Our interest has been centered on the pharmaceutical, pharma 
cological and toxicological aspects of the information contained in the 
N. J.’s. Section 7 states that a drug is adulterated if it differs from 
any official standard or falls below its own professed standard. In the 
case of confectionery, adulteration is charged if it contains talc, certain 
other inorganic products “or other mineral substance or poisonous 
color or flavor, or other ingredient deleterious or detrimental to 
health.” Adulteration is charged in the case of food “. . _ if it 
contain any added potsonous or other added deleterious ingredient 
which may render such article injurious to health,” with the exemp 
tion of preservatives applied externally, which are removed before 
consumption, A negative provision is contained in Section 8, in the 
case of foods, which provides that an article of food which does not 
contain any added poisonous or deleterious ingredients shall not be 
deemed to be adulterated or misbranded under certain specified condi- 
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tions. Section 10, in setting up conditions for seizure of products, 
provides that “if such article is condemned as being adulterated or 
misbranded, or of a poisonous or deleterious character, within the 
meaning of this act, the same shall be disposed of by destruction or 
sale as the said court may direct... .” Similarly, Section 11 deals 
with products offered for import, among other provisions specifying 
collection of samples “otherwise dangerous to the health of the people 
of the United States,” and permits refusal of entry into the country 


The present report deals with information obtained in our study 
of N. J.’s Nos, 1-1000. As a matter of information, N. J. No. 1 was 
issued May 2, 1908, dealing with “misbranding of apple cider” con 
taining 11.93 per cent of alcohol from added sugar; N. J. No. 1000, 
issued August 15, 1911, reports “adulteration of sodic aluminic 


sulphate” because it contained 60 mg. of metallic arsenic per kilogram. 


Foods 


Pertinent information on 54 N, J.’s published under this classifica 
tion has been arranged in Table 1, listed in accordance with the 
alleged harmful or deleterious ingredient. It is noted that action was 
taken against 17 foods because of the presence of about 0.1 per cent 
of added boric acid. Information is given in N. J. No. 508 with respect 
to the action against the Hipolite Egg Company, St. Louis, Missouri, 
for shipping 50 cans of preserved whole eggs. Adulteration was 
alleged, since the product contained 2 per cent of boric acid added as 
a preservative, which may render the food injurious to health. The 
product was seized in the State of Illinois, a hearing was held by the 
district court without a jury, the government's contentions were sus 
tained and the United States Marshall was ordered to destroy the 
eggs. The court issued a special finding of facts supporting its deci 
sion. The Hipolite Egg Company appealed from the decree to the 
United States Supreme Court, challenging the legal jurisdiction, since 
these eggs were shipped for use by bakeries and, therefore, were not 
intended for sale in the original unbroken packages or otherwise ; the 
question of possible deleterious action of boric acid was not featured 
in this appeal. (The United States Supreme Court affirmed the decree 


of the lower court, N. J. No. 1043.) 


Charges of adulteration and/or misbranding were brought against 
16 beverages containing cocaine, alone or in combination with caffeine 
and strychnine. In N. J. No. 202, the defendant pleaded not guilty, 
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the jury heard testimony and found him guilty, and the court imposed 
a fine of $100. In this case, cocaine was present but not declared on 
the label and it was charged that this cocaine may render and did 
render the product injurious to health. Similar charges were brought 
with respect to the harmful or deleterious action of caffeine. A series 
of five N. J.’s deal with lithia waters carrying strong therapeutic claims, 
although the lithium content could only be detected spectroscopically. 

V. Viviano & Brothers manufactured macaroni; about one ounce 
of a poisonous yellow color, Martius Yellow, was added to every 250 
gallons of water used in the process. A total of 9,110 boxes of this 
macaroni was seized and destroyed, as set forth in N. J. No. 658. In 
his decision, District Judge Kenesaw M. Landis stated: 

It is the duty of the court to give the act a fair and reasonable construction 
for the accomplishment of its object. That object is the exclusion from inter- 
state commerce of food products so adulterated as to endanger health. And where, 
as here, it clearly appears that a poisonous substance wholly foreign to the food 
product has been added to it, solely to mislead and deceive, the court is under no 
duty to endeavor to protect the offender against loss from destruction of the 
adulterated article by indulging in hair-splitting speculation as to whether the 
amount of poison used may possibly have been so nicely calculated as not to kill 
or be of immediate serious injury. With a portion of our population, macaroni is 
a staple article of food, and under the evidence here cumulative effect of the 
poison in the substance under examination would be injurious to health. Let 
there be a decree of condemnation and destruction. 

The Alsop Process was developed for the purpose of bleaching 
flour by exposure to nitrogen peroxide. Actions against such bleached 
flour were the basis of five N. J.'s. The Alsop Company endeavored 
to prevent issuance of Food Inspection Decision No, 100 on December 
10, 1908, which stated that flour bleached with nitrogen peroxide is 
adulterated, and cannot legally be made or sold or shipped in inter 
state commerce, N. J. No, 498 states that such bleached flour con- 
tains nitrogen peroxide equivalent to 1.5 parts per million (ppm) of 
nitrous N. The court refused to intervene. In the Aetna case (N. J. 
No, 382), the testimony of 23 witnesses is summarized, which was the 
basis of the court decision: “That said flour contains added poisonous 
and added deleterious ingredients, to wit: nitrites, which renders the 
same injurious to health.” This same situation was reported more 
thoroughly in the action against the Lexington Mill and Elevator 
Company (N. J. No. 722), in which 625 sacks of bleached flour were 
seized because of the presence of 1.8 ppm of nitrites. The testimony 
before the jury of 37 witnesses for the government and 40 for the 
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company is summarized in the N. J., covering some 100 pages. The 
jury sustained the government charges and the company appealed the 
decision (the Eighth Circuit reversed the lower court (N. J. No. 2549), 
and the United States Supreme Court (N. J. No. 3398) upheld the 
circuit court, that testimony was insufficient to show that flour was 
so colored as to conceal inferiority and also that the addition of a 
poisonous substance in any quantity would adulterate the article for 
the reason that the possibility of injury to health due to the quantity 
of added ingredient is an essential element of prohibition). 

The application of about 0.5 per cent of metallic silver as a coating 
for confectionery was the basis for three N. J.’s. In two cases, juries 
found defendants guilty. On appeal, the Second Circuit reversed the 
decision of a lower court, stating that defendant was improperly 
convicted, since the government had not established the fact that the 
confectionery in question deceived the public or was injurious to health 
A special regulation was then promulgated to permit silver-coating 
of certain decorations for cakes. 

These 54 N. J.’s are interesting as establishing the need for proof 
of harm to consumers of foods containing added harmful or deleterious 
ingredients. 

Drugs 

Reports on crude drugs, or their official preparations, were found 
in 32 N. J.’s, which are consolidated in Table 2, Of these, three deal 
with asafetida which contained excess foreign material. Worthy of 
comment is N. J. No. 854, dealing with material which contained 
excess ash and was deficient in alcohol-soluble matter under the 
U.S. P. standards at the time of shipment. Since the product was 
analyzed and correctly relabeled after receipt and before seizure was 
made, the court dismissed the libel. 

The first N. J. dealing specifically with a drug is N. J. No. 10, 
reporting action in the District of Columbia Police Court, in which 
the defendant pleaded guilty to selling cocaine hydrochloride without 
declaring the quantity of drug present, and was fined $100. The sale 
as cocaine of a product containing 20 per cent cocaine and 80 per cent 
acetanilide was reported in N. J. No. 646; on a plea of guilty, the court 
imposed a fine of $10 and costs. Action was taken against two samples 
of cod liver oil because of exaggerated claims. Colocynth was 
adulterated with seed, gentian root with an unknown fiber, henbane 
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with a dangerous adulterant, //yoscyamus muticus. In this series, 
actions were taken because of gross adulteration causing deviations 
from official standards, although some attention was directed to false 
and misleading therapeutic claims. 


Table 2 
32 Drugs—N. J.’s 1-1000 
‘harge * 
No Product M A Plea and Action ** 
157 Asaletida x x Nolo $10 
583 Asafetida x g. $50 
854 Asafetida >. Dism 
871 Belladonna If. x x g. 
754 Belladonna rt. x g $100 
221 Camphor x x Pa $100 
550 Camphor x x Nolo $25 
10 Cocaine HCl x g $10 
646 Cocaine HCl x zg $1OkC 
754 Cloves x g $100 
598 Cod Liver Oil x Nolo $5 
303 Cod Liver Oil x Ss Dest 
183 Colocynth x x g $25 
192 Colocynth x re $25 
290 Colocynth x x Nolo $10 
292 Colocynth x x g $10 
754 Gentian Root x g $100 
754 Henbane x v $100 
226 Laudanum x g. $20 
333 Laudanum x g $10 
459 Laudanum x x g $50 
901 Pink Root x x g $10 
86 Saltpetre x Nolo $50 
871 Senna Leaf x x Z 
572 Tragacanth Gum x x g $25 
998 Tragacanth Gum x x g. $25 
220 Turpentine x x S Dest 
248 Turpentine x x g. $5 
337 Turpentine x x g $10 
539 Turpentine x x gz $10 
712 Turpentine x x S Rel. Bd 
792 Turpentine x x S Rel. Bd. 
877 Turpentine x n.g g. $50 
929 Turpentine x x S. Rel. Bd. 
357 Witch Hazel Extract N g $10 
609 Witch Hazel Extract x g $25 
* M—m'sbranding J 7 
A—adulteration 
** Nolo—nolo contendere 
| g.—guilty 


n. g.—not gullty 











Drug Products and Preparations 


Comments 


Excess ash, nut hulls 

Much foreign material present 

Not U.S.P.; properly labeled before seizure 
Foreign leaves; suspended sentence 
‘ontained 50% ground olive pits 

14% below U.S.P 

Substandard, alcohol undeclared 
Unlabeled 

Contained 80% acetanilide 

Contained Y%y to % stalks 

Absent, therapeutic claims 

Not tissue builder, salicylic acid present 
Not U.S.P., seed present 

Not U.S.P., seed present 

Not U.S.P., seed present 

Not U.S.P., seed present 

Not U.S.P., contained unknown fiber 


Only 37.7/45.5 grains opium present 

No declaration alcohol or morphine content 
Incorrect declaration alcohol and opium 

Not N.F., large amount ruellia present 

Contained 7.28% sodium chloride 

38.64% ash; suspended sentence 

Not U.S.P. or N.F., contained Indian gum 

Not U.S.P. or N.F., contained Indian gum 

Not U.S.P., 35% mineral oil present 

Below U.S.P. 

Not U.S.P., 4.8% mineral oil present 

Not U.S.P., mineral oi! added 

Not U.S.P., mineral oil added 

Not U.S.P., 14% mineral oil added 

Not U.S.P., 3.2% mineral oil added 

Not U.S.P., large amount mineral oil added 
Alcohol undeclared; therapeutic claims nolle prossed 
14.15% alcohol undeclared, false therapeutic claims 
Rel. Bd.—released under bond 
S.—seizure 

Dest.—-destroyed 

C—costs 
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In addition to the actions against crude drugs or their official 
preparations, it seemed helpful to segregate 124 reports of action 
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against drug products and unofficial preparations in Table 3. An 
action was taken against adhesive plaster (N. J. No, 496), primarily 
because of the misleading claim for curing hernia. The defendant filed 
an answer that the Act did not cover this type of article or claim, 
which was sustained by the court, and the information was dismissed. 
Three products containing cocaine and potassium iodide were sold 
as antiasthmatics; fines were imposed after pleas of guilty in each case. 

Actions were recorded against six antibacterial products claiming 
to destroy germs causing all diseases, and thereby curing anemia, 
asthma, cancer, consumption, diabetes, diphtheria, grippe, malaria, 
vellow fever, ete. Examination of “Humbug Oil” is reported in N. J. 
No, 988. It was claimed to relieve the most malignant type of 
diphtheria. Chemical analysis revealed it to be a mixture of turpentine 
and linseed oil with ammonia and, probably, small quantities of coniine. 
An opium product was recommended as a “lung food . . . endorsed 
and advertisement accepted by the American Medical Journal.” Two 
combinations were recommended for the treatment of rheumatism, 
cramps, colic, distemper, bruises, sprains, headache and toothache. 
One of these contained capsicum and sassafras, the other camphor, 
iodine and cinchona alkaloids. 

Actions against six “cancer cures” are reported. In five cases, 
products containing opium, cocaine, potassium iodide or acetanilide 
were involved; the defendants pleaded guilty, and fines were imposed. 
The other case was N. J. No, 266, Dr. Johnson’s Mild Combination 
Treatment for Cancer, consisting of six types of products, Charges 
were made that this combination treatment would not cure cancer, 
nor destroy dead and unhealthy tissue. The defendant's answer was 
that the claims were not in violation of the Act. The court ruled in 
favor of the defendant, stating: 

In the debates in Congress, when this measure was under consideration, if 
was never sought to be justified except on the ground of protecting the public 
health, as it might be affected by interstate shipments of food, drugs, ete. At no 
time was it asserted or pretended that it was proposed to reach the matter of 
holding the manufacturers and vendors of prescriptive or patented medicines, 


multitudinous and multiform as they are, to criminal liability for misstatements 
as to the curative or remedial effects of the prescription, which would neces 


sarily depend upon the opinions of contending experts and the users of the 
nostrums. . . . If it had been the mind of Congress to make it an indictable 
offense for such manufacturers and vendors by their labels or brandings on bottles 
and packages to mislead the buyers as to the curative or healing properties of 
the drugs, as to the mere matter of commendation, apt words, both in the title 
and body of the act, could and should have been easily employed to indicate such 
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purpose, and not leave it to the courts by strained construction to read it into 
the statute. 

This decision was appealed to the United States Supreme Court 
by the government, and the judgment of the lower court was affirmed 
in N. J. No. 1058. This situation was corrected by the passage of the 
Sherley Amendment, approved August 23, 1912. 

A series of five N. J.’s reports action against “cough cures,”” which 
also claimed to heal the lungs and cure asthma, croup, whooping 
cough, diphtheria, dysentery, hay fever, pains in the head or stomach 
or limbs; one also claimed to cure colic in horses! These combina 
tions contained alcohol, morphine, camphor, tar, capsicum and sassafras 
In two cases, the defendants pleaded guilty and three pleaded no defense 
fines were imposed in each case. Action against “drug habit cures” 
were reported in eight N. J.’s. The presence of alcohol or morphine was 
not declared on the labels of most of these preparations; one also 
contained strychnine and brucine. 

Actions against 43 headache remedies are recorded; all but two 
pleaded guilty or no defense, and were fined. These products con 
tained acetanilide, acetophenetidin and caffeine, and one also contained 
quinine, In one product, codeine was claimed on the label but was 
absent from the formula. The bases of action were claims that these 
products were harmless, and would cure all forms of headache, grippe, 
neuralgia, rheumatism, pneumonia and malaria 

Perhaps the most publicized of these cases is N. J. No. 25 against 
Harper's CUFORHEDAKE BRANE-FUDE. Analysis of this prod 
uct showed it to contain 24 per cent alcohol, 1.5 per cent catieine, 
1 per cent antipyrine and 15 grains of acetanilide per ounce. The 
labels claimed that this was a harmless relief, without subsequent 
depression, for headache, neuralgia, nervousness and insomnia, and 
that it did not contain any poisonous ingredients of any kind, This 
was the first case against a drug preparation which was contested 
under the 1906 Act. In the jury trial before the Police Court of the 
District of Columbia, the defendant pleaded not guilty. Much evi 
dence was presented. The jury returned a verdict of guiltv. The 
court then imposed fines of $700, or imprisonment in jail for 150 days. 
A proposed appeal to the court of appeals was withdrawn, and the 


fines were paid, The first count in this case related to the manufac 


ture of a misbranded drug, and the fourth count to its sale; the gov 
ernment abandoned the other two counts. The jury found that this 
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product was not a cure for headache nor a food for the brain. In his 
charge to the jury, Judge Kimball stated: 


This law was passed not to protect experts especially, not to protect scientific 
men who know the meaning and value of drugs, but for the purpose of protecting 
ordinary citizens, like the jury and like counsel and others, who have learned 
during the hearing of this trial a great deal more about these things than they 
ever knew before in all their life. In determining the meaning of the words 
used upon these cartons, bottles, and circulars, they are to be taken in the way 
that an ordinary, plain, common citizen, without scientific knowledge, would 
understand them if they were put before him . . nor did said drug contain 
any poisonous ingredients of any kinds. Gentlemen, the question raised is not 
whether it is a poison in the doses prescribed in the preparation. That is not 
the question before you as jurors, You have nothing to do with the question of 
whether it is poisonous in the doses prescribed or in larger doses. The sole 
question raised here for you to consider is whether the said drug contains poi 
sonous ingredients of any kind. If you find from the evidence, beyond a reason 
able doubt, that it did contain poisonous ingredients, whether taken in the doses 
named, whether they would or would not be harmful—if you find that the drug 
contained a poisonous ingredient—then your verdict must be guilty, because 
that is the plain issue. Of course, that you must find beyond a reasonable doubt 

that in testing the evidence of experts you have the right to consider whether 
they have shown sufficient knowledge, and to consider their conduct upon the 
witness stand, everything about them that has occurred in your sight, and every 
thing that they have given upon the witness stand, for you are the ones to deter 
mine the weight to be given the testimony of experts or those who come to 
testify as experts. 

In pronouncing sentence, the court stated that the defendant is 
a druggist—an expert—and therefore knew the character and actions 
of drugs, and also whether or not this product contained any poisonous 
ingredients, The label claimed: “This preparation contains no 
poisonous ingredients,” and not that the ingredients would not be 
poisonous in the doses used. It is noted that an observer was present 
to notify the druggists of the United States of the details of the case 
and the decision of the court for their guidance under this, the first 
contested drug case brought under this Act. 

Two actions were brought against hydrogen peroxide on the basis 
that it contained added acetanilide and, therefore, was not of U.S. P. 
quality. In one case, the defendant pleaded guilty and was fined $5; 
in the other, the defendant established a guaranty, and the court dis- 
missed the case. A magnesium sulphate product was claimed to cure 
constipation, and to prevent appendicitis and apoplexy. Action was 
recorded against five “teething syrups,” all of which claimed to be 
noninjurious to the youngest babe and to produce no bad results from 
continued use ; all contained morphine or cocaine. 
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A total of 20 so-called “tonics” were the basis of action. These 
include combinations of alcohol, strychnine, arsenic, aloes, cocaine, 
damiana, phosphorous, and potassium iodide. All but two of these 


cases involved guilty pleas, with fines or the destruction of the product 


In N. J. No. 816is reported proceedings against Lopez Specific Special 
Compound, which was found on analysis to contain 27 per cent alcohol, 
3.85 per cent KI, podophyllum, stillingia, eucalyptus and gentian. It 
was advertised as working wonders, a positive and permanent cure for 
rheumatism, a guaranteed cure for consumption; syphilis; stomach, 
liver and bladder affections; sexual weakness; and failing memory 
The defendants pleaded not guilty, and a jury trial was held. After 
witnesses for the government had been heard, the court directed the 
jury to return a verdict of acquittal, holding that no misrepresentation 
as to the curative or therapeutic qualities and properties of an article ts 
misbranding. This situation was corrected by the Sherley Amendment 


In N. J. No, 697, alleged misbranding of three products was 
presented, because of failure to declare their alcohol content. The 
claimant to the seized goods offered the defense that the goods had 
not been seized before filing of the libel and that the Act did not apply 
to this shipment, since the packages were not transported interstate 
for sale. The court ruled that the seizure might precede the libel but 
that since no proof of sale was offered, the demurrer should be sus 
tained and the seizure dismissed. 

Considering the nature of the charges brought against these 156 
drugs and drug products, the widespread use of extreme therapeutic 
claims may be noted, together with decisions of the courts that the 
1906 Act did not give jurisdiction to the government to proceed against 
such claims, This was corrected by the Sherley Amendment to the Act. 


Cosmetics 


A total of 11 N. J.’s were issued against products subsequently 
considered as cosmetics, summarized in Table 4. It was established 
in N. J. No. 284 that casks of a “liquid extract” were not misbranded 
by not carrying declarations of their alcohol content during shipment 
from the original manufacturer to the owner, who rebottled the 
material. Three products were considered as “hair tonics” with false 
therapeutic claims; one contained 98.5 per cent methyl alcohol. Two 
of three “skin foods” were found to be colored epsom salts, claimed 


to cure various skin ailments. 
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Action against these cosmetic products was usually based on 


exaggerated claims of therapeutic activity. 


Summary 


The development of the system of publication of N. J.’s has been 
traced to the enforcement of the Federal Food and Drugs Act of 1906. 
Of the first thousand published, 221 have drug, pharmaceutical ot 
pharmacological aspects. Some 54 deal with foods; the bases of action 
are the alleged harmful or deleterious added ingredients, which 
included boric acid, caffeine, cocaine, dyes and nitrites. Some 32 
deal with drugs, principally because of adulteration. Some 124 deal 
with drug products and preparations; the possible harmfulness of 
acetanilide and caffeine was considered, and the groundwork com 
pleted for the Sherley Amendment, dealing with false and misleading 
therapeutic claims. Some 11 N, J.’s were issued, dealing with cos 
metics, chiefly because of misleading therapeutic claims. Specific 
comments were offered in connection with certain N. J.’s which have 


historical significance [The End] 
N. J.’s CITED 


N.jJ.No. 25: ( v. Robert N. Harper (Washington, D. C.) 


s 
N. J. No. 266: U.S. v. The Dr. Johnson Remedy Company (Kansas City, Missouri) 
5 


N. J. No. 382: U v. Aetna Mill and Elevator Company (Wellington, Kansas) 

N. J. No. 498; U.S. ex rel. Alsop Process Company v. James Wilson, Secretary 
of Agriculture 

N. J. No. 508: US. uv. Hipolite kgg Company (St. Louis, Missouri) 

N. J. No. 658: U.S. uv. V. Vivtano & Brothers (St. Louis, Missouri) 

N. J. No. 722: U.S. v. 625 Sacks of Flour (Lexington Mill and Elevator Company) 
(Lexington, Nebraska) 

N. J. No. 816: U.S. uv. Lopes Remedy Company (Wichita, Kansas) 


¢ BROKERAGE COMMISSIONS—FOOD PRODUCTS °¢ 


Partners in a food-produce company have consented to entry of an 
order prohibiting them from receiving brokerage commissions on food 
produce purchased by them for their own account. The order further 
prohibits them from accepting commissions when acting as agents, of 
when subject to the control, of any other buyer. (Released March 21, 
1955.) 

A wholesale food concern has agreed to stop accepting similar com 
missions. (Released March 22, 1955.) 

An individual is prohibited trom accepting commissions on food 
products sold through his brokerage firm to a wholesale firm in which 
he has a substantial interest. (Issued March 10; released March 22, 
1955.) —CCH Trape Recutation Revorrs § 25,383-25,385 





THE BOARD OF PHARMACY- 


A Case Study 


in Administrative Law 


By SOL. A. HERZOG 


This Article Was Written by the Late Mr. Herzog, Who Was 
a Member of the New York Bar and an Associate Professor 
of Pharmaceutical Jurisprudence at Columbia University 
College of Pharmacy, Shortly Before His Death on March 27 


QO** of America’s greatest legal scholars and teachers was wont 
to remark that the growth in number and scope of administra 
tive agencies constitutes one of the most significant developments in 
\merican jurisprudence since the turn of the century. This conclu 
sion stemmed from his juridical concept that the processes of law 
must ever remain viable, and be constantly attuned and responsive to 


the needs of the society in which it functions.’ 


The administrative agency is neither the traditional court nor the 
ordinary legislative body, but nevertheless it does apply law in “a field 
huge in scope with vague contours.” Originally, such agencies were 
only to “administer” and, as “administration” entails the deciding of 
factual questions and the resolution of legal problems, frequently 
commingled, agency decisions were placed under court control through 
the means of judicial review. Under the Anglo-American system of 
law, the rule of law is regarded as being synonymous with judicial 
supremacy, a conclusion that follows inevitably from the theorem that 
only courts of law may decide questions of law 


' The reference is to Roscoe Pound, dean vested in the courts, based upon the com 
emeritus of Harvard Law School, and de mon-law foundation of the supremacy of 
classroom recollection law itself, is responsible for the doctrine of 
the doctrine of separation of Judicial review Vom Baur, Federal Ad 
powers under which the judicial power is ministrative Law, Vol. 1, Sec. 188 


rives from 


243 
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However, “modern tendencies have considerably diminished the 
force of the judicial supremacy idea.” * Its play has been considerably 
diluted by several factors: that all administrative remedies must first 
be exhausted, that many administrative agencies are given a substan- 
tial primary jurisdiction, and, finally—the proposition infiltrating more 
and more statutes—that administrative findings of fact, if supported 
by substantial evidence or, indeed, merely evidence, are final. Never- 


theless, modified though it may be, the exercise of judicial control 
over administrative determinations remains effective. 

Moreover, it would now seem that a statute alone, and not neces 
sarily a constitutional provision, may suffice to preclude such exercise. 
If so, it then follows that judicial review is no longer to be regarded 
as an essential constitutional process. However that may be, the fact 
is that such statutory exclusions of judicial review are infrequent, 
almost to the point of rarity.* 

Under current practice, judicial review is generally not exercised 
respecting a matter encompassed within the purview of what is now 
denominated administrative discretion as, for instance, when predicated 
upon necessity, convenience or reasonableness.° Court interference 
in such cases would involve the substitution of the court’s own judg- 
ment in the premises-——necessarily subjective—for that of the administrative 
agency, thus doing violence to the legislative intent. Parenthetically it may 
be noted, however, that if the legislative criteria for the administrative 
action be specific, a different conclusion follows. 

Of course, the administrative agency must, when its proceedings 
partake of an adversary nature, at all times function in accord, basically, 
with due process—both procedural and substantive, more importantly 
the former: 


The postulate that process be due varies with time and place. In our system 
it includes an impartial trier of facts, notice and a fair hearing to the party affected, 
and—perhaps—some form of judicial review." 

Nor does compliance foreshorten its activities : 

The maintenance of proper standards on the part of administrative agencies 
in the performance of their quasi-judicial functions is of the highest importance 
and in no way cripples or embarrasses the exercise of their appropriate authority 
On the contrary it is in their manifest interest. For . if these multiplying 
agencies deemed to be necessary in our complex society are to serve the purposes 


* Parker, Administrative Law, p. 29 * Examples would include granting of a 
* Parker, work cited, pp. 5, 22 and follow- license, issuance of a certificate, fixing of 
ing, and sources cited. Compare, however, a rate. 

Sec. 10 of the Administrative Procedure * Parker, work cited, p. 57. See also Vom 
Act (5 USC Secs. 1001 and following) pro- Baur, work cited, Vol. 1, Sec. 274 

viding for judicial review ‘‘except so far as 

statutes preclude ie 
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for which they are created and endowed with vast powers, they must accredit 
themselves by acting in accordance with the cherished judicial tradition embody 
ing the basic aspects of fair play.” 

The most basic of the requirements of due process is that the 
tribunal be impartial. This but accords with what may be termed 
“natural justice,” for, obviously, a biased judge cannot accord a fair 
hearing. It is noteworthy, however, that instances in which bias and 
prejudice have actually been found to exist appear rarely.” The com 
plaint most frequently heard, particularly from the layman, is that 
there is something innately unjust in the circumstance that the same 
agency, composed, after all, of human beings, be “prosecutor and 


judge.”” Such criticism, however, oversimplifies the process of the ad 


ministrative agency, and in any event appears not to constitute a 
deprivation of due process in the constitutional sense 

Some sort of judicial review is probably an essential ingredient 
of due process, but, as already indicated, the application of judicial 
review has tendered within the past few decades to diminish. This 
trend has been facilitated as the standards of administrative agencies 
have tended to approximate those of the judiciary—a definite indica 


tion of “coming of age.” 


Important Distinction—and a Dilemma 

\n important distinction may here be noted. In those proceed 
ings of an administrative board or agency that involve a criminal 
aspect, as does, for example, some of the functioning of a board of 
pharmacy (generally, violation of a provision of a pharmacy act con 
stitutes an offense or a crime), the constitutional protection against 
self-incrimination probably exists. This would include also, no doubt, 
the right of confrontation of witnesses and of cross-examination 
coupled with the mght to counsel. The ad hoc application of this 
comment, however, is mitigated by the distinction made between this 
criminal phase of the pharmacy board’s functioning and that concerned 
civilly with the issuance, refusal and revocation of licenses and certifi 
cates. The same set of facts may constitute the basis of both, and a 
respondent-defendant may thereby find himself astride an insoluble 
dilemma. 

* Morgan v. U. 8., CCH Trade Regulation type of agency having to do with ‘‘secu 
Reports (Supp. 8th Ed.) © 25.129, #4 U_S rity,"’ some of whose decisions appear to 
1 (1938) be beyond the reach both of the courts and 

*To be sure, such disclosure will nor of due process. This comment does not 
mally appear in a judicial review-—and connote bias or prejudice in such—merely 
there is no estimate of the number of ad that a respondent gets no opportunity to 


ministrative determinations that are never probe for it 
reviewed. To be considered also is the new 
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From the structural viewpoint, the board of phar..acy falls within 
the generally familiar pattern. A statute brings it 


into being. The area of its functioning is coterminous with the bound 


an enabling act 


Its scope and jurisdiction combine investiga 


aries of this legislation.” 
tive and prosecuting activity, quasi-judicial determination,’ quasi-executive 


enforcement, and judicial review—all within the classic pattern.”’ 
However, the board of pharmacy does present some aspects dis 
tinguishable from the operations of the administrative agency dealing, 
for instance, with economic and socialized matter. Almost unique is 
the fact that the board of pharmacy came into being as the consequence 
of pressure from within the very occupation it regulates. The controls 
over pharmacy were not imposed from the outside, as has almost 
invariably been the fact in the creation of administrative agencies. 
There was no response here to a public clamor to eliminate or curtail 
economic or business wrongs, to redress an apparent social or economi 
imbalance or to forward the planned advantages of natural resources 
or of scientific discovery.’* As stated by outstanding authority 


were established to avoid legal restrictions in 


the initiators and subsequently the 


OrganiZations which at first 
the practice of pharmacy became 
of American pharmaceutical legislation.’ 


guardians 


The close relationship of the board of pharmacy with community 
health, charged as it is with the responsibility of overseeing admittance 


almost entirely by the states Baccus + 
State of Louisiana, 232 U. S. 334 (1914), 
will repay reading in this connection. A 
decade later, a phase of the same problem 
(limitation on the itinerant) was adjudi- 
cated in the Far West in State v. McFall, 
112 Ore. 183, 229 Pac. 79 (1924) 

" The Interstate Commerce Commission 


* The Administrative Procedure Act, Sec 
9(a), though a federal statute, states suc- 
cinetly the essence of judicial boundary- 
establishing with respect to administrative 
Scope ‘No sanction shall be imposed or 
substantive rule or order be issued except 
within jurisdiction delegated to the agency 
and as authorized by law."’ 


” The judicial phase of a board's func- 
tioning is, however. limited to administra- 
tion under its enabling act—there is no 
jurisdiction to determine private issues of 
private litigants. “As a rule which meets 
most situations, when an executive board 
has regulatory functions, it may hear and 
determine controversies which are inci- 
dental thereto, but if the duty is primarily 
to decide questions of legal right between 
private parties, the function belongs to the 
judiciary." (Opinion of the Justices, 87 
N. H. 492, 179 Atl. 344 (May 6, 1935).) 

" By now it is virtually axiomatic that 
that tremendous reservoir of state legisia- 
tive authority, “police power,” is the 
source of the validity of regulation of, and 
control over, the practice of pharmacy 
The perimeter of the exercise of police 
power tends certainly to expand—with a 
continuously receding horizon. As the 
term connotes, regulation and control are 


the Federal Trade Commission. the Na- 
tional Labor Relations Board, the Social 
Security Agency (now imbedded in the 
Department of Health, Education, and 
Welfare) and the Atomic Energy Com- 
mission illustrate the thought 

™ Kremers and Urdang, History of Phar 
macy (2d Ed.), p. 271. Indicative of the 
antiquity of pharmacal regulation is the 
colloquy between Romeo and the apothe- 
eary, when the former had asked for 

“A dram of poison; such soon-speeding 
gear 

As will disperse itself through all the 
veins id 

The apothecary replied 

“Such mortal drugs I have; but Mantua’s 
law 

Is death to any he that utters them."’ 
Shakespeare, Romeo and Juliet, Act V, 
Scene 1. 
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into, and exclusion from, pharmaceutical practice and extending to the 
supervision of the quality and purity of every kind and type of thera 
peutic item—so many of them potentially harmful, or even dangerous 
serves also to distinguish the board of pharmacy from the familiar 
administrative agency. True, there is a close similarity to the sister 
boards dealing with medicine and dentistry. However, the social and 
community responsibility of the board of pharmacy ts far more exten 
sive and calls for much greater depth of function 
So much for general preliminary comment. Prior to the Civil 
War there existed hardly anywhere in the United States independent 


legislation specifically concerned with pharmacy.’ Some early nineteenth 


century legislative enactments, dealing mostly with the practice of 


medicine, made occasional reference to pharmaceutical practice. The 
initial “draft of a proposed law to regulate the practice of pharmacy 
and the sale of poisons and to prevent the adulteration of drugs and 
15 


medicines” ** (how unchanged the formula is even today) was pre 


sented to the Chicago meeting of the American Pharmaceutical Asso 
ciation in 1869. This draft was sent to the governors of each of the 


states. The leading provision was 


The Incorporated Colleges of Pharmacy and Pharmaceutical Societies of this 
State shall submit to the Governor the names of twenty pharmacists or professors 
in Colleges of Pharmacy, out of which number the governor shall appoint sever 
persons who shall constitute the Pharmaceutical Board of the State of 
who shall hold office for the term of three years and until their successors shal! 
have been appointed 


Even though this proposal, by its terms, limited the potential 
appointees to those previously approved by pharmacy itself, it none 
theless met with substantial opposition, based largely upon the argu 


“ 


ment that this would establish “another political engine in each state 


that will soon become corrupted to political ends.” (This consequence 
happily, has been singularly rare.) 

However, it shortly became obvious that some kind of regulatory 
legislation was inevitable, and equally obvious that were it permitted 


’% The term “‘pharmacy is here used in is that of Chief Judge Pound in Lute 1 
its generally accepted lay connotation as Houck et al., 263 N. Y. 116, 188 N. E. 274 
referring to the occupation or calling of (1933). Incidentally, tied closely herein ts 
pharmaceutical and pharmacological prac that hardy perennial—limitation on owner 
tice. However, some state statutory defini- ship of a pharmacy—-an intriguing subject 
tions are highly restrictive. and some are but beyond the purview of this discussion 
quite loose. Though the layman may, and " Kremers and Urdang, work cited, pp 
probably does. lump pharmaceutical prac- 271 and following. These pages contain an 
tice and the business phase of the drug- excellent account of the genesis and devel 
store into one, that blurring of distinction opment of legislation in the United States 
is not available to the student of this sub- dealing with pharmacy 
ject. An excellent, and succinct, statement 
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to eventuate without proper guidance, it might well become harmful 
or dangerous to pharmacy. Consequently, the proponents prevailed, 
and this model proposal was sent to the authorities of the several 
states, and actually became the basis for the majority of the early 
statutes. It is of interest to note that there has been very little change 
from the pioneer statement of purpose, to wit: 

The duties of the Pharmaceutical Board shall be to examine all candidates 
presenting themselves; to direct the registration .. . of all persons properly 
qualified or entitled under this Act; to cause the prosecution of all persons violat 
ing its provisions. 

To be sure, the area of the law-enforcing duties of the board of 
pharmacy has in recent decades been greatly enlarged. This followed 
necessarily from the great expansion of legislation, both state and 
federal, dealing with drugs and medicines, to say naught of the 
tremendous growth of the therapeutic sciences. But the basic struc 
ture and its organization and functioning have not changed over the 
years nor indeed, significantly, has the composition of its membership 
(although the professors seem to have been dropped). Pharmacy has 
been able to keep designation to the board largely within its own hands, 
despite occasional outcry for “public” representation, and designations 
have generally been quite free from the opportunism that characterizes 
so much of political appointment. 

A quick going-over of familiar material may provide a helpful 
reminder. In practically all of the states—if, indeed, not all 
nominations for board designation are initially made by the state 
pharmaceutical association of experienced practitioners meeting statu 
tory standards. Nominations, in some instances, may originate else 
where, as well. This requirement of pharmaceutical experience, 
coupled with recommendation by the state pharmaceutical association, 
evidences a clear legislative intent to create a professionally competent 
and experienced body. The term of office varies, running usually from 
three to five years. As a rule, board members have statutory tenure 
and are removable only for cause. While they are probably state 
officers, their compensation is nominal and on a per-diem basis. 


The birth of boards of pharmacy was accompanied with consider 
able travail, for litigation was not long in arising with respect to board 
designation and to establishment of the board itself. In one instance 
the Governor of Colorado propounded the question of whether under 
a statute which provided for gubernatorial appointment “by his own 
act, and without the advance and consent of the Senate,” of certain 
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state officers, including members of the board of pharmacy, the gov- 
ernor may so appoint despite a constitutional provision requiring 
consent of the senate in the appointment of all officers whose appoint- 
The court here answered that the 
the 


ment is not otherwise provided for. 


governor could so appoint, in view of statutory provision 


referred to.” 

A somewhat related question was presented a few years later in 
Minnesota, The 
statute providing for a board of pharmacy conferred upon the state 
pharmaceutical association “the power of electing 15 reputable and 
practicing pharmacists, from which number the governor shall appoint 

to constitute the first state board,” and annually thereafter 


The constitutional provision there was similar. 


five 
to elect five from whom the governor was to appoint one to fill the 
single vacancy occurring each year by expiration of a term. A vacancy 
otherwise occurring was to be filled from the last list submitted. It was 
there held that the statute, if it were literally construed as manda 
tory, interfered with the freedom of selection by the governor con 
templated by the state constitutional provision respecting gubernatorial 
appointments in that it deprived him “of an exercise of his choice or 
The held and the quo 


warranto proceeding dismissed."" 


discretion.” statute was unconstitutional, 


As recently as 1930, this basic problem was still being debated 
A North Dakota statute provided for a board of pharmacy “of five 
registered pharmacists” and that the members of the board “shall be 


appointed by the Governor upon the recommendation of the North 
Dakota Pharmaceutical Association, and the persons so appointed 
The governor 


shall be chosen from the members of said Association.” 
refused to heed the recommendation of that association and appointed 
who lacked its recommendation but 
This held that the 
required to appoint only those persons recommended by the state 


who was 


another pharmacist, 


otherwise fully qualified. court governor was 


association. His appointment in disregard of such recommendation 


was voided by a majority decision. There was a very strong dissent.” 


“In re Questions Propounded by the 
Governor, 12 Colo. 399, 21 Pac. 488 (1889) 

" State ex rel. Childs v. Griffen, 69 Minn. 
311, 72 N. W. 117 (1897). The court used 
strong language. Referring to the asserted 
“legislative right to confer upon the state 
pharmaceutical association the power to 
dictate and control appointments, which 
the governor is authorized to make,"’ the 
court scathingly remarked “If this were 


so, the legislature could delegate the power 
of selection to a natural person, or to a 
ward caucus, and compel the chief execu 
tive to surrender his prerogative to such 
person or caucus.”’ 

" Rosoff v. Hattssamen et al., 59 N. D 
134, 228 N. W. 830 (1930). This case turned 
on the specific constitutional and statutory 
provisions involved 
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These decisions are not necessarily contradictory, even though the 
end results are not in accord. Hardly ever are the provisions in the 
several states, whether of constitution or of statute, identical. It is 
safe to say that restraints upon the appointing power of a governor 
must be most carefully delineated before a court will give them sup- 
port—as indeed they should be. The North Dakota result hardly com 
mends itself. 

arly attacks, too, against the creation of the board of pharmacy 
were not infrequent. The core of this argument was that to such a 
board had been improperly delegated the exercise of legislative power 
which, under familiar constitutional precept, is lodged exclusively in 
the legislature. Thus, in lowa,'’® a provision for “commissioners of 
pharmacy” was attacked in a proceeding brought by one whose cer 
tificate of registration as pharmacist had been revoked because of his 
violation of the laws relating to the sale of intoxicating liquors. [lain 
tiff contended that: 

the creation of a board of officers with legislative and judicial powers 
is void as an attempt to delegate powers which the constitution vests only 
in the legislature. 

To this the court answered that no legislative power was entrusted 
to the commissioners because “they can neither make nor unmake a 
single provision of law.” Said the court: 

they are intrusted with certain quasi judicial powers They exercise 
discretion which may be quasi judicial The by-laws and regulations which 
they are authorized to make pertain to the lawful discharge of the duties imposed 
upon them. They do not pertain to the rights or liabilities of other persons 

This contention of undue delegation of legislative power is a hardy 
one, apparently possessed of something akin to immortality. It crops 
up often and was heard again in the recent important Wisconsin and 
Michigan cases.*° In substance and effect, results the same as those 
in the lowa case above have been reached elsewhere, even though the 
factual situations and issues presented were basically different. Gen 
erally they were concerned with patent and proprietary preparations, 
the so-called “ordinary household remedies,” and lightening of restric 
tions in less densely populated areas. Attacks upon such legislation 
were usually beaten down, Such instances may perhaps be deemed 
somewhat lacking in relevance to the subject under discussion, in that 


” Hildreth v. Crawford et al., 6 lowa v. Board of Pharmacy, 336 Mich. 583, 59 
339, 21 N. W. 667 (1884). This is a land- N. W. (2d) 8 (1953) (‘discussed by the 
mark case, frequently cited in other Jjuris- author in food Drug Coametic Law Journal 
dictions (February, 1954) and Journal of the Ameri- 

* State v. Wakeen, CCH Food Drug Cos- can Pharmaceutical Association (December, 
metic Law Reports ° 85,137, 263 Wis. 401, 1953)). 

57 N. W. (2d) 364 (1953); Wrigley’s Stores 
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they deal more pertinently with judicial review of legislative enact 
ment than with judicial review of board action. However, they do 
throw light upon the broad judicial attitude respecting grant of power 
and jurisdiction to this type of administrative agency when the grant 


is attacked upon constitutional grounds.*' 


Dichotomy in Decisions 

However, the decisions are by no means uniform—indeed, a sharp 
dichotomy exists. In a leading case arising at the turn of the century 
in [llinois,** a restrictive provision respecting “patent and proprietary 
medicines and remedies” and “los ality 5 permits was attac ked There 
the result was contrary because the statute read that the board “may 
in their discretion” issue limited permits, The court condemned this 
as an arbitrary power given to the board to determine who may and 
who may not sell the usual domestic and proprietary remedies in such 
localities, The statutory prescription was held defective because of 
the failure to prescribe the conditions whereby the board's discretion 
was to be determined. 

The official discretion conterred upon the board is unregulated, and not sub 
jected to any permanent provisions operating generally and impartially No 
conditions are prescribed upon which the permit authorizing the sale of the usual 
domestic remedies and proprietary medicines is to be issued. A law which thus 
invests any board or body of officials with a discretion which is purely arbitrary 
and which may be exercised im the imterest of a favored few, is invalid 

In this same opinion, the court struck down the statutory provision 


that sought to restrict to board-registered personnel the sale of pre 


pared medicaments —a decision that has since served to vex more than 


one board reaching for the bridge between the profession of pharmacology 
and the business of selling medicines at retail, Noel v. People and Stat 
v”. Donaldson have tor decades constituted the Scylla and Charybdis on 
whose rocky shores have foundered many of the “professional” craft 
so hopefully launched, As these still-important holdings indicate, it 
may well behoove zealous “professional” advocates of the professional 
character of pharmacy to look a legislative gift horse in the mouth 
Too much may prove indigestible, and the too little that might bring 
on anemia ts today hardly to be found. 
Somewhere in between, fairly recently, was a situation at bar in 
Tennessee.” There the defendants had been indicted, under the 
“State vw Donaldson, 41 Minn. 74, 42 = State v. Foutch and State v. Leater 
N. W. 781 (1889), is probably the leading 155 Tenn. 476, 20 S. W. 469 (1927). OF 
case, frequently cited in many jurisdictions some related interest is State v. Kuvans, 


= Noel v. People, 178 Ill. 587, 53 N. E 130 Wis, 381, 110 N. W. 241 (1907) 
616 (1900) Its citations are legion 
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*pharmacy-control statute, for selling or permitting the sale of tincture 
of iodine by other than licensed personnel. The statute was attacked 
as unconstitutional on the ground that the discretion vested in the 
board to issue permits in small communities whereby tincture of 
iodine might be sold by unlicensed personnel was discriminatory, and 
an undue delegation of legislative power to the board. Reversing the 
quashing of the indictments, the court declared the discrimination 
argument to be based upon a “misapprehension,” that the act: 
merely provides different agencies . . . [to sell and dispense poisons and 
medicines] in the more populous communities and in the rural communities. 
Registered pharmacists are the agents ... in the former .. .; drug dealers 
the agents... in the latter .. 

\s to the delegation-of-legislative-power contention, the court 
was equally succinet. The basis of this argument was that the discre- 
tion vested in the board by the statute to issue permits in localities of 
less than 500 population to sell certain medicines and the like was void 
on the ground that this: 

delegates the legislative power to the pharmacy board, even in those 
small localities to determine which and what persons may, without penalty, sell 
iodine without a registered pharmacist present 
The court rejected this contention, stating that the statute merely 
authorized the board to give effect to the legislative intent of locating 
drug dealers in those small localities where conditions did not justify 
employment of registered pharmacists. Said the court, tersely: “The 
policy or rule was established by the statute, and the selection of the 
particular communities is a matter of detail.” This was a matter that 
the court felt could be safely left to the board. 


Board Must Stay Within Its Perimeter 

A captious view might characterize these opinions as deft semantics, 
but that would constitute a critique more facile than real. The legis 
lative objective, readily found by the courts, provides the lodestone. 
Provided that what the board does is within its “field” and that the 
court can also find a definite standard by which to measure, approval 
will be forthcoming. Judicial frown, however, is the fate of those 
straying beyond the statutory perimeter—and no doctrine of so-called 
implied powers ** may function as an enlarger. [The End] 


“Only most infrequently is this term and discretionary power are not one and 
encountered in judicial utterance concerned the same concept—a differentiation often, 
with this type of situation. It may be and casually, given “‘shut-eye’’ treatment. 
timely to point out here that implied power 





Judicial, Administrative 


and Legislative Developments 


Significant Comments 


By THOMAS W. CHRISTOPHER 


Administrative Action 
Pesticide Chemicals —Vrocedural regulations for the establishment 
of safe tolerances for pesticide chemicals used on food crops were 


promulgated on February 4, to become effective 30 days later.’ These 
regulations are issued under the new pesticide amendment to the 
Federal Food, Drug, and Cosmetic Act, passed last summer.’ This 
amendment, it will be recalled,’ prohibits food shipments which bear 
residues of pesticide chemicals in excess of established tolerances. 
The regulations appear to be about what one would expect under 
the law, although experience may reveal the need for modifications 
I had awaited with some interest the solution to the problem of choos 
ing the advisory committees, The statute is ambiguous, and it is not 
at all clear whether the Food and Drug Commissioner or the National 
\cademy of Sciences had the authority to name the actual committee, 
My guess was that the academy would propose names from which 
the Food and Drug Administration would choose. As the regulations 
now appear, however, the academy chooses the exact membership, 
with the Food and Drug Commissioner having discretion only as to 


who shall be chairman and as to the number to serve.’ 


\pplications for tolerances are already coming into the Food and 
Drug Administration,’ and Commissioner Larrick has stated that they 


are receiving prompt attention.” 


120 Federal Register 759 (1955) ‘ Sec 12011 of the Regulations (21 
* Pub. L. 518, 83d Cong., 2d Sess. (July C. F. R. Sec. 120.11 (1955)) 
22, 1954), Secs. 2i(q)-(r), 402(a)(2) and ‘See, for example, 20 Federal Regiater 
408 of the Federal Food, Drug, and Cos- 1177 (1955) 
metic Act (as amended) * Department of Health, Education, and 
1 See 9 Food Drug Cosmetic Law Journal Welfare Release (HEW-B87), February 9. 
54 (September, 1954) 1955 
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Another important set of regulations under the pesticide amend 
ment appeared in the Federal Register on March 11, 1955 (page 1473), 
and will be found in 21 C. F. R. Section 120401 (1955). They set up 
tolerances for a large number of poisonous and deleterious substances 
on various fresh fruits and vegetables, under Sections 406 and 408 of 
the food and drug Act. These tolerances are based on hearings held 
in 1950 under Sections 406 and 701 of the Act, as authorized by the 
1954 pesticide amendment (Section 408(k)). It follows that the 
present regulations do not take into account technical and research 
advances made since 1950. It may also be pointed out that these 
regulations, while not following the procedure now necessary in such 
promulgation, are subject to amendment or repeal according to the 
present procedures. 


Oral Prescriptions for Narcotic Drugs.—The Commissioner of 
Narcotics has issued regulations regarding oral prescriptions for 
narcotic drugs and compounds of narcotic drugs.’ The reader will 
recall that the Internal Revenue Code of 1954 was amended so as to 
The primary 


s 


permit oral prescriptions for certain narcotic drugs. 
purpose of these regulations is to establish the procedures for deter 
mining whether or not a particular narcotic drug may be had on oral 
prescription, 

It is important to remember in this regard that the amendment 
applies only to narcotic drugs and compounds which possess little or 
no addiction liability, that the Commissioner of Narcotics——not the 
druggist——makes this determination, and also that state laws may still 
prohibit the practice.” 

Decisions 

air Trade Acts.--Supreme courts of two states recently knocked 

down as unconstitutional “nonsigner” provisions in fair trade acts 


In Nebraska, the state supreme court '’ ruled that the nonsigner 


provision '' violates the state constitution in that it grants special 


'20 Federal Register 1132 (1955). (26 Regulation Reports ‘ 67,955 (Neb., Feb- 
C. F. R. Sees, 151.18, 151.168, 151.171-151.175 ruary 11, 1955) 
(1955).) "“Willfully and knowingly advertising, 
* Pub. L. 729, 83d Cong., 2d Sess. (August offering for sale or selling any commodity 
31. 1954) (Sees. 4704(b)(1), 4705(e)41)- at less than the price stipulated in any 
4705(¢)(2), 4724¢b)(5) and 4773, 1954 Inter- contract entered into pursuant to the provi- 
na! Revenve Code, as amended.) sions of sections 59-1101 to 59-1108, whether 
*See 10 Food Drug Cosmetic Law Jour- the person so advertising. offering for sale 
nal SO (January, 1955) or selling is or is not a party to such con- 
“ MeGraw Electric Company v. Lewis tract, is unfair competition and is action- 
& Smith Drug Company, CCH Trade Regu- able at the suit of any person damaged 
lation Reports ‘ 67,954 (Neb., February 11. thereby."" (Neb. Rev. Stat 1943. Sec 
1955): also. see General Electric Company 59-1105.) 
v. J. L. Brandeis & Sons, CCH Trade 
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privilege and immunity and in that it has the effect of depriving “of 
liberty and property without due process of law.” The following state 
ments from the opinion illustrate the court's thinking 

An effect of this legislation is to permit one producer and one retailer to 


do on behalf of a class of retailers that which legally the members of the class 
are forbidden to do on their own behali 


This court has said that in the absence of appearance of public interest the 
Legislature may not itself impose prices May it constitutionally confer 


upon others a right which it does not itself possess ’ 


The question of whether or not legislation is in the public interest is ordi 
narily one for legislative determination, however itt may not under the gurse 
of regulation in the public interest impose conditions which are on their face 
unreasonable, arbitrary, discrimmatory, or confiscators 

While it plays no part in the decision, one of the interesting 
aspects of the opinion is the discussion of the importance of the title 
to the act in determining validity. The point is made that unless the 
title encompasses the nonsigner provisions, such provisions are 


invalid.’? Herein is a lesson in legislative drafting 


Perhaps the most unusual part of the decision is the holding 


(which actually is dicta) that the entire Fair Trade Act is invalid 


The principle used here is that if an unconstitutional provision of an 
act was an inducement to the passage of the entire act, then the entire 
act is unconstitutional, The court finds that the nonsigner provision 
was an inducement to the passage of the Fair Trade Act, and so the 
entire Act is invalid.’* [ may add that the opinion does not state that 
a fair trade statute which omits the nonsigner provisions would also 


be struck dow n 


In Georgia, the state supreme court, for the second time,'' has 
ruled against a fair trade statute.’"® The court holds that the statute 
violates the due-process clause of the state constitution. Apparently, 


the court rules that the entire Act is unconstitutional, not just the non 


" “AN ACT to protect trade-mark own "The Act (as given in the Code) does 
ers, producers, wholesalers and the general not include the usual provision that If one 
public against injurious and uneconomic section is invalid. the remainder of the 
practices in the distribution of competitive Act shall not be affected thereby (Neb 
commodities bearing a distinguishing trade Rev. Stat 1943, Secs. 59-1101--50-1108.) 
mark, brand or name through the use of ’ Previously in Grayson Robinson Stores 
voluntary contracts establishing minimum Inc. vw. Oneida, Ltd., 29 Ga. 613. 758 E 
re-sale prices and providing for refusal to (2d) 161 (1953) 
sell such commodities unless such minimum ‘Cox et al. vw. General Electric Company 
re-sale prices are observed to amend CCH Trade Regulation Reports ‘ 67.934 
Section 59-801, Compiled Statutes of Ne (Ga., January 10. 1955) 
braska. 1929: to repeal said original sec- 
tion; and to declare an emergency.’ 
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signer provision, The court carefully points out that it is “not here 
concerned with what the situation would have been if there had been 
Yet the decision ends up with 


” 


a contract between the parties 
the statement: “This statute clearly violates the provisions of the due 
process clause ... .” And the court’s headnotes (which are the law 
in Georgia as against the opinion) state: “The Georgia ‘Fair Trade 
Act’ is unconstitutional for the reason it violated the due process 
clause of the Constitution of the State of Georgia.” 

The Georgia act carefully includes the nonsigner situation in the 
title (“and defining as unfair competition . . . knowingly and wil 
fully to advertise for sale . . . at less than the minimum prices 
established . . . , whether the person so advertising . . . is or is 
not a party to such contracts”). Further, the Act states: 


If any provision of this Act, or the application thereof to any person or cir- 
cumstance is held invalid, the remainder of the Act, and the application of such 
provisions to other persons or circumstances, shall not be affected thereby. 


So the Nebraska situation discussed above is not in point. 
Whether or not the Georgia court would strike down a fair trade law 
which omits the nonsigner question remains at least open, and the 


present decision is some indication that it would. 


The writer knows of no other states which hold the fair trade 
statutes invalid even without the nonsigner provisions. As indicated, 
it may be that even Nebraska and Georgia would uphold such a statute. 

As a matter of statistics, the following states have ruled the non 
signer clauses invalid: Arkansas, Florida, Georgia, Michigan, Nebraska 
and Utah. At least 21 states have upheld such clauses."* 


Trade-Marks and Misbranding.—A plaintiff, manufacturer of a foot 
cream, brought an action for trade-mark infringement and unfair 
competition, The court found that the label on plaintiff's product 
contained the designation “Dr.,” whereas under state law he was not 
entitled to be called “Dr.” It found further that the product was 
misbranded under the Federal Food, Drug, and Cosmetic Act. Under 
the “unclean hands” doctrine, the court ruled that, due to these two 
findings, the plaintiff could not recover." 


“See CCH Trade Regulation Reports 187 (CA-7, 1954). See 52 Am. Jur. 629 

© 3003 (1944), 4 A. L. R. 8&5 (1919); 87 C. J. S. 
" Strey v. Devine’s, Inc., CCH Food Drug 309 (1954) 

Cosmetic Law Reports { 7298, 217 F. (2d) 
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